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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address » 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 7-77 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)S The drawing(s) filed on 25 November 2003 is/are: a)S accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 1 7.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 1-17 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 1, the text "wherein the cyclodextrin...at the given temperature" renders 
the claim and all subsequent dependent claims indefinite as it is unclear what the 
makeup of the pharmaceutical composition is. Applicant has failed to particularly point 
out what "a substantial portion of the valdecoxib" is. The ambiguity of the claim is 
further heightened because the amount of valdecoxib solubilized is described in relative 
terms. The amount of valdecoxib solubilized is in comparison to a "substantially similar 
composition"; however, applicant has failed to particularly point out what a "substantially 
similar composition". Furthermore, it appears from said text that applicant is comparing 
the solubilities of compositions comprising less than 5% w/v cyclodextrin to 
compositions comprising up to 95% w/v cyclodextrin. In the absence of a distinct 
definition of "substantially similar composition", one of ordinary skill in the art would not 
view these compositions as "substantially similar", as it is well known in the art that the 
solubility properties of cyclodextrins are concentration dependent. 



Application/Control Number: 1 0/721 ,645 Page 3 

Art Unit: 1623 

Claims 6, 8-9 and 14 incorporate the phrase "the cyclodextrin is an a-cyclodextrin 
and/or a p-cyclodextrin", "the cyclodextrin is a sulfoalkyl ether cyclodextrin and/or a 
hydroxyalkyl-p-cyclodextrin", or "the cyclodextrin is a sulfobutyl ether cyclodextrin and/or 
a hydroxypropyl-p-cyclodextrin". There is no antecedent basis for this limitation as 
claim 1 is limited to "a cyclodextrin". 

In claim 14, the term "mg/m" is not an art-recognized term used to describe 
concentration. Claim 14 also contains two periods. 

Claims 15-17 are drawn to methods, but the claims fail to particularly point out 
what the methods are drawn to. It is unclear whether applicant is claiming methods of 
administration, methods of prevention, methods of treatment, or methods stimulating 
hair growth in balding pigmy monkeys. 

Conclusion 

3. Claims 1-17 are pending. Claims 1-17 are rejected. No claims are allowed. 
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Contacts 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patrick T. Lewis whose telephone number is 571-272- 
0655. The examiner can normally be reached on Monday - Friday 10 am to 3 pm (Maxi 
Flex). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). ^ 
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Examiner 
Art Unit 1623 
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